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DETAILED ACTION 
Claim Objections 

1 . Claims 14-16, and 28 are objected to because of the following informalities: 
"wherein the used" in claim 14 should be -wherein the system is used-, "wherein the 
where" in claims 15 and 16 should be -wherein-, and "over the limb" in claim 28(b) 
should be -over the organ-.. Appropriate correction is required. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-5, 7-12, 15-18, 23, and 28-31 are rejected under 35 U.S.C. 102(e) as 
being anticipated by U.S. Patent No. 6,602,182 ("Milbocker"). Milbocker discloses a 
hydraulic system for supporting a body organ comprising a closed loop liquid-tight 
tubing (col. 24, line 1) fitted with a pressure generator (energy converter 3) for propelling 
a liquid through the system, an organ engaging member (pumping unit 1) connected to 
a pressure chamber (hydraulic reservoir 4) via a discharge valve (outlet valve 9) for 
controlled discharge of liquid into the organ inflatable pressure member; said organ 
engaging member comprising an inflatable pressure member suited for receiving the 
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organ (cuff having inflatable elements as shown in Figure 16); at least one control valve 
(inlet valve 10) for selectively controlling liquid flow through the system; and a controller 
(controller 6) for selectively controlling the discharge valve and the at least one control 
valve. 

With respect to claim 2, Milbocker discloses the organ engaging member 
comprising a rigid housing (non-distensible sheath) accommodating the inflatable 
pressure member (inflatable tube elements shown in Fig. 16) (see Abstract). 

With respect to claim 3, the organ engaging member is annular (Fig. 16). 

With respect to claim 4, the hydraulic liquid flowing through the system is 
necessarily a physiological acceptable solution since the system disclosed in Milbocker 
is implantable. 

With respect to claim 5, the pressure chamber (hydraulic reservoir 4) is a 
pressure accumulator (col. 23, lines 62-65). 

With respect to claim 7, the pressure discharge valve (outlet valve 9) and the 
control valve (inlet valve 10) are one-way valves. 

With respect to claim 8, the controller (6) is programmable (see claim 15). 

With respect to claim 9, the controller (6) generate a control signal responsive to 
signals corresponding with physiologically-related parameters obtained from the body 
(col. 24, lines 17-20). 

With respect to claims 10-11, the system disclosed in Milbocker is a cardiac 
assist device where the organ engaging member is fitted around the heart (Fig. 16), and 
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the controller (6) generates control signals responsive to heart condition signals 
received from an associated ECG device (col. 24, lines 17-20). 

With respect to claim 12, the discharge valve (outlet valve 9) is activated to 
exercise the organ engaging member at a rate corresponding with the self systolic pace 
of the heart (col. 23, lines 36-38, col. 25, lines 18-30; col. 26, line 66-col. 27, line 5). 

With respect to claims 15-17, the pressure generator (3) may consist of a 
hydraulic pump (col. 24, lines 13-15). The pump continuously operates (col. 24, 
Iines15-17). 

With respect to claims 28-31, Milbocker discloses a method for stimulating 
motion to a body organ comprising the steps of obtaining body-organ hydraulic assist 
system as described, fitting the inflatable pressure member over the organ, activating 
the pressure generator and the controller, obtaining condition signals indicative to a 
heart condition from an associated ECG device (col. 26, line 66-col. 27, line 5), and 
generating a control signal to the valves of the system responsive to said condition 
signals (col. 24, lines 1-26). The control signals are in cadence with the normal 
functioning of the heart (col. 23, lines 36-35). The pressure chamber is charged with 
liquid during the diastolic heart period, and released into the inflatable member during 
systole (col. 25, lines 18-30). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 6, 20-22, 25-27, and 32-40 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,602,182 ("Milbocker") in view of U.S. Patent No. 
6,770,024 ("Rastegar"). Milbocker discloses applicant's basic inventive concept, a 
hydraulic system for supporting a body organ as described above. Milbocker 
accomplishes flow control via a hydraulic pump for continuously pumping fluid between 
two reservoirs, and utilizes. a controller to maintain the reservoirs at their respective 
pressurized states. Col. 5, lines 48-65. Milbocker fails to disclose a multiple valve 
hydraulic system including a first one-way valve between the pressure generator and 
the pressure chamber, a second one-way valve fitted between the organ engaging 
member and the pressure generator, and a circulation valve mounted in parallel relation 
to the pressure generator on a tube segment extending between the pressure generator 
and the first one-way valve that are selectively controlled to accomplish flow control. 

Rastegar teaches such a hydraulic system. Rastegar teaches a closed hydraulic 
system including a first one-way valve (60) between the pressure generator (pump B) 
and the pressure chamber (expandable reservoir 12), a second one-way valve (56) 
fitted between an inflatable chamber (35) and the pressure generator, and a circulation 
valve (52) mounted in parallel relation to the pressure generator on a tube segment 
extending between the pressure generator and the first one-way valve. The multiple 
valves of the hydraulic system are selectively controlled via controller (10) to accomplish 
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the desired flow control (Figs. 2 and 3). The cardiac assist device as taught in Rastegar 
operates in a counterpulsation mode, meaning that fluid flow is directed to the inflatable 
chamber (35) during diastole and away from the inflatable chamber during systole 
(Abstract). 

It would have been obvious to one of ordinary skill in the art at the time of 
applicant's invention to modify the cardiac assistance system of Milbocker to include the 
multiple valve hydraulic system as taught by Rastegar in order to accomplish flow 
control of the hydraulic system. As discussed above, Milbocker accomplishes flow 
control via multiple fluid reservoirs. However, the multi-valve system as taught by 
Rastegar could also be utilized to accomplish the desired flow control. The valves as 
taught by Rastegar would be caused to operate in the manner required for operation of 
the cardiac assistance system disclosed in Milbocker - that is, the controller would 
cause charging of the reservoir during diastole and releasing the fluid to the inflatable 
member during systole. 

6. Claims 13, 14, 19, and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,602,182 ("Milbocker"). 

As to claims 13 and 14, Milbocker fails to specifically disclose that the hydraulic 
assist device may be used to as a peristaltic assist device or to stimulate blood flow in a 
limb. A recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
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performing the intended use, then it meets the claim. See In re Casey, 370 F.2d 576, 
152 USPQ 235 (CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 459 
(CCPA 1963). The device in Milbocker is capable of being used to as a peristaltic assist 
device or to stimulate blood flow in a limb. As to claim 24, Milbocker fails to specifically 
disclose a system comprising two or more organ engaging members controlled in a 
peristaltic manner. It would have been obvious to one having ordinary skill in the art at 
the time of applicant's invention to include two of more organ engaging members, since 
it has been held that mere duplication of essential working parts of a device involves 
only routine skill in the art. St. Regis Co. v. Bemis Co., 193 U.S.P.Q. 8. 

As to claim 19, Milbocker fails to specifically disclose that the closed loop liquid- 
tight tubing comprises non-elastic components. It would have been obvious to one of 
ordinary skill in the art at the time of applicant's invention to construct the conduits 
disclosed in Milbocker of non-elastic components, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 125 U.S.P.Q. 
416. 

Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: U.S. Patent Nos. 5,800,334; 5,269,811 and U.S. Patent 
Application Publication 2004/0225177 A1. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicole R. Kramer whose telephone number is 571-272- 
8792. The examiner can normally be reached on Monday through Friday, 8 a.m. to 
4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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